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Dear Sir: 

I, Lewis Lanier, declare as follows: 

1 . I am an expert in the field of immunology, particularly regarding the molecular and 
cellular biology of discrete hematopoietic cell populations involved in immune responses. I am 
currently a Professor in the department of Microbiology and Immunology at the University of 
California at San Francisco and am a consultant for Schering-Plough BioPharma (formerly DNAX). 
A copy of my curriculum vitae is attached. I am familiar with the contents of the above-referenced 
patent application. 

2. It is my understanding that the pending claims stand rejected because one of ordinary 
skill in the art would not find an immediate, well-defined, real world use for FDF03 based on the 
disclosure of the instant specification. 

3. The specification discloses that FDF03 is an Ig receptor superfamily member, and its 
expression is restricted to cells of the myelomonocytic lineage. See the specification at page 42, 
lines 27-31; page 54, lines 18-22 and page 87, line 35 to page 88, line 6. The specification goes on 
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to identify a specific role for FDF03 as a regulator of hematopoietic cells including those involved 
in antigen presentation (e.g., monocytes and dendritic cells). See id. at page 68, line 35 to page 69, 
line 3. 

4. The specification's description of FDF03 provides an immediate, well-defined, real 
world use for the protein as a discrete marker for monocytes, macrophages, and other cells of the 
myelomonocytic lineage. As described in the specification, FDF03 can be used to detect an 
increase in number of monocytes in a tissue or lymph system and thus indicate the presence of 
monocyte hyperplasia, tissue or graft rejection, inflammation or an abnormal response to a bacterial 
or viral infection. See id. at page 87, line 35 to page 88, line 6. The selective expression of FDF03 
has been confirmed in work described in a peer-reviewed scientific publication. See Fournier, et al., 
J. Immunol. 165(3):1 197-1209 (2000). As it is selectively expressed on a discrete subpopulation of 
cells (i.e., the myelomonocytic lineage), the FDF03 protein accurately and immediately serves as a 
marker for a discrete cell population and is useful in assessing the relative levels of monocytes. 
Even without identification of a precise function of this protein or an association with a particular 
disease state, the expression profile disclosed in the specification provides an instant, real world use 
for the FDF03 protein. 

5. The specification's description of FDF03 provides an immediate, well-defined, real 
world use for the protein as a regulator of antigen presentation in cells of the myelomonocytic 
lineage. The specification describes the FDF03 protein as one that "likely plays a role in regulation 
or development of hematopoietic cells, . . . e.g., antigen presentation and the resulting effector 
functions." See the specification at page 68, line 37 to page 69, line 3. It is well known that cells of 
the myelomonocytic lineage participate in antigen presentation. Assays to assess antigen 
presentation capacity are well known, readily available, and easily performed by one of ordinary 
skill in the art. Given the restricted expression of the FDF03 protein, its identity as a Ig receptor 
family member, and its described role in antigen presentation regulation in the instant application, a 
person of ordinary skill in the art would appreciate the immediate usefulness of the FDF03 protein. 
The specific usefulness of the FDF03 protein comes from its identity as a regulator of antigen 
presentation. Whether it positively or negatively regulates antigen presentation and under what 
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conditions that regulation occurs is certainly interesting, but it is not necessary for the specific and 
immediate recognition by one of ordinary skill in the art mat the FDF03 protein is useful. In other 
words, regardless of whether FDF03 is a positive or negative regulator of antigen presentation, it is 
useful as a modulator of this critical aspect of the immune response. 

6. Taken together, it is my opinion that the description in the specification provides 
more than one immediate, well-defined real world use of FDF03 protein as, for example, a discrete 
marker for cells of the myelomonocytic lineage and as a regulator of antigen presentation in these 
cells. Therefore, I believe that the description the instant specification discloses these uses in a 
manner sufficient for one of ordinary skill in the art to appreciate and immediately exploit these 
uses in a real word context. 

I hereby declare that all statements made herein of my own knowledge are true and 
that all statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States 
Code, and that such willful false statements may jeopardize the validity of the application, any 
patent issuing thereon, or any patent to which this verified statement is directed. 
Executed at San Francisco, CA on October 8, 2007 . 
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